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2.0 Abbreviations
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4.0 Abstract
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VALUE.
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Study Design:

Population:

Variables:
Primary endpoint:

Secondary endpoints
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Data Sources:
Study Size:
Analysis: 
Primary analysis: 

Secondary analysis: 

.
Safety analysis: 
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7.0 Rationale and Background

7.1 Background 
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Compliance:

Persistence:
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7.2 Rationale
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8.0 Research Question and Objectives

Primary objective: 

Secondary objectives: 

•
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9.0 Research Methods

9.1 Study Design
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9.2 Setting

9.2.1 Study population

9.2.1.1 Inclusion criteria
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9.2.1.2 Exclusion criteria

9.2.2 Study duration and discontinuation
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9.3 Variables

9.3.1 Data collected

9.3.1.1 Patient reported outcome measures (PROs)

SF-36v2  

(Appendix 3
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EQ-5D-5L score 

( , Appendix 2)

Short Quality of Life in Inflammatory Bowel Disease Questionnaire

SIBDQ)
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(Appendix 4).
).

Dermatology Life Quality Index

DLQI

Appendix 5

Ankylosing Spondylitis Quality of Life 

ASQoL

Appendix 6

Treatment Satisfaction Questionnaire for Medicine Version 1.4
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TSQM Ver 1.4

Appendix 7

Satisfaction with Information about Medicines Scale

(SIMS)

Appendix 8
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Morisky Medication Adherence Scale - 4 questions

MMAS-4 Appendix 9

Work Productivity and Activity Impairment - Specific Health Problem 
Questionnaire

Appendix 
10

WPAI-SHP
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9.3.1.2 Patient type

Patient type
(Appendix 1)

9.3.1.3 Participation in AbbVie CARE 2.0

Feedback Appendix 16.

9.3.1.4 Health resource utilization

Health resource utilization
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9.3.1.5 Disease activity scores

DAS28 score 

Appendix 11

ASDASESR score

ASDAS

Appendix 12

Clinical Disease Activity Index 



Adalimumab
P15-673

Confidential Information
No use or disclose outside AbbVie is permitted without prior written authorization from AbbVie

Hungary - Version 1.0 (21 Oct 2015) Page 30 of 109

CDAI

Appendix 13,

Partial Mayo score

pMayo Appendix 14
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Psoriasis Area and Severity Index score

PASI

Appendix 15,
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9.4 Data Sources

9.4.1 Study activities
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9.4.1.1 Baseline visit (V0)
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9.4.1.2 Follow-up visits (V1-V4)
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Table 2

Table 2. Required number of enrolled and analyzed patients

patients

9.6 Data Management 
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9.6.1 Endpoints

1. Primary endpoint:

2. Secondary endpoints
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9.6.2 Statistical analysis 

9.6.2.1 Primary analysis 

9.6.2.2 Secondary analysis
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9.6.2.3 Safety analysis 

9.6.2.4 Interim analyses
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9.7 Quality Control 

9.8 Limitations of the Research Methods
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9.9 Other Aspects

9.9.1 Investigator selection criteria

9.9.2 Product supply
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10.0 Protection of Human Subjects

11.0 Management and Reporting of Complaints
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11.1 Medical Complaints

11.1.1 Adverse Event Definition and Serious Adverse Event Categories

Death of Patient: 

Life-Threatening:

Hospitalization:

Prolongation of 
Hospitalization:

Congenital Anomaly: 
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Persistent or Significant 
Disability/Incapacity:

Important Medical Event 
Requiring Medical or 
Surgical Intervention to 
Prevent Serious Outcome:

11.1.2 Severity

Mild:

Moderate:

Severe:
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11.1.3 Relationship to Pharmaceutical Product

Reasonable Possibility

No Reasonable Possibility 

11.1.4 Serious Adverse Event Collection Period
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11.1.5 Serious Adverse Event Reporting
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11.1.6 Pregnancy Reporting

11.2 Product Complaint

11.2.1 Definition
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11.2.2 Reporting

12.0 Plans for Disseminating and Communicating Study 
Results
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13.0 References
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Annex 1. Additional Information
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Appendices: patient questionnaires

Appendix 1. Types of patients

1.1 IBD patient classification questionnaire

Responses

Responses
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Responses
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1.2 RA patient classification questionnaire
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1.3 SpA patient classification questionnaire

Responses

Responses
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Appendix 2. EQ-5D-5L

Mobility

Self-Care

Usual Activities (e.g., work, study, housework, family or leisure activities)

Pain/Discomfort
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Anxiety/Depression
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SF-36v2 questionnaire 

INSTRUCTIONS:

1.

2.

3.
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4.

5.

6.
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7.

8.

9.
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10.

11.

Calculation: http://www.sf-36.org/nbscalc/index.shtml
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Physical Component Score (PCS, 0-400):………………..  

Mental Component Score (MCS, 0-400):……………… 
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Appendix 4.  SIBDQ 

Short Quality of Life in Inflammatory Bowel Disease Questionnaire (SIBDQ)

This questionnaire is designed to find out how you have been feeling during the last 2 weeks. 
You will be asked about symptoms you have been having as a result of your inflammatory 
bowel disease the way you have been feeling in general, and how your mood has been. 

1.

2.

3.
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4.

5.

6.

7.
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8.

9.

10.

Scoring: http://tools farmacologiaclinica.info/index.php?sid=10014&lang=en&loadsecurity=67

SCORE:…………………… 
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The DLQI is calculated by summing the score of each question resulting in a maximum of 30 
and a minimum of 0. The higher the score, the more quality of life is impaired. The DLQI can 
also be expressed as a percentage of the maximum possible score of 30.

**Please Note: That the scores associated with the different answers should not be printed 
on the DLQI itself, as this might cause bias**

Meaning of DLQI Scores
0-1 = no effect at all on patient’s life
2-5 = small effect on patient’s life
6-10 = moderate effect on patient’s life
11-20 = very large effect on patient’s life
21-30 = extremely large effect on patient’s life

Detailed analysis of the DLQI
The DLQI can be analysed under six headings as follows:

Symptoms and feelings Questions 1 and 2 Score maximum 6

Daily activities Questions 3 and 4 Score maximum 6

Leisure Questions 5 and 6 Score maximum 6

Work and School Question 7 Score maximum 3

Personal relationships Questions 8 and 9 Score maximum 6
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Treatment Question 10 Score maximum 3

The scores for each of these sections can also be expressed as a percentage of either 6 or 3.

Interpretation of incorrectly completed questionnaires
There is a very high success rate of accurate completion of the DLQI. However, sometimes 
subjects do make mistakes.

1. If one question is left unanswered this is scored 0 and the scores are summed and 
expressed as usual out of a maximum of 30.
2. If two or more questions are left unanswered the questionnaire is not scored.
3. If question 7 is answered ‘yes’ this is scored 3. If question 7 is answered ‘no’ or ‘not 
relevant’ but then either ‘a lot’ or ‘a little’ is ticked this is then scored 2 or 1. If it is answered 
‘no’, but the second half is left incomplete, the score will remain 0. 
4. If two or more response options are ticked, the response option with the highest score 
should be recorded.
5. If there is a response between two tick boxes, the lower of the two score options should be 
recorded.
6. The DLQI can be analysed by calculating the score for each of its six sub-scales (see 
above). When using sub-scales, if the answer to one question in a sub-scale is missing, that 
sub-scale should not be scored.

Minimal Clinically Important Difference of the DLQI
In order to help the clinical interpretation of the DLQI scores a banding system (consisting of 
5 bands) has been validated. According to this system, a DLQI score 0-1 = no effect at all on 
patient’s life DLQI score of 2-5 = small effect on patient’s life, DLQI score of 6-10 = moderate
effect on patient’s life, DLQI score of  11-20 = very large effect on patient’s life, DLQI score 
of  21-30 = extremely large effect on patient’s life.

The Minimal Clinically Important Difference (MCID) of the DLQI in inflammatory skin 
diseases (range=2.2-6.9) has been estimated in 5 studies. For details please refer to the 
following article:

Basra MKA, Fenech R, Gatt RM, Salek MS, Finlay AY. The Dermatology Life Quality Index 
1994-2007: a comprehensive review of validation data and clinical results. Br J Dermatol. 
2008; 159:997-1035.
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For general inflammatory skin conditions a change in DLQI score of at least 4 points is 
considered clinically important (based on our latest published data). This means that a 
patient’s DLQI score has to either increase or decrease by at least 4 points in order to 
suggest that there has actually been a meaningful change in that patient’s quality of life since 
the previous measurement of his/her DLQI scores.



Adalimumab
P15-673

Confidential Information
No use or disclose outside AbbVie is permitted without prior written authorization from AbbVie

Hungary - Version 1.0 (21 Oct 2015) Page 82 of 109

Appendix 6. ASQoL

1. My condition limits the places I can go. 

2. I sometimes feel like crying.

3. I have difficulty dressing.

4. I struggle to do jobs around the house 

5. It’s impossible to sleep

6. I am unable to join in activities with my friends/family

7. I am tired all the time
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8. I have to keep stopping what I am doing to rest 

9. I have unbearable pain 

10. It takes a long time to get going in the morning 

11. I am unable to do jobs around the house

12. I get tired easily 

13. I often get frustrated 

14. The pain is always there 

15. I feel I miss out on a lot 

16. I find it difficult to wash my hair 

17. My condition gets me down 

18. I worry about letting people down 
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Thank you for taking the trouble to fill in this questionnaire.

Scoring:
Yes=1, No=0
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Appendix 7. TSQM-1.4 

TSQM (Version 1.4) 
Treatment Satisfaction Questionnaire for Medication

Instructions: Please take some time to think about your level of satisfaction or 
dissatisfaction with the medication you are taking in this clinical trial- We are interested 
in your evaluation of the effectiveness, side effects, and convenience of the medication 
over the last two to three weeks, or since you last used it. For each question, please place 
a single check mark next to the response that most closely corresponds to your own 
experiences.
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Appendix 8. Satisfaction with Information About Medicines Scale 
(SIMS)

Information About Medicines

the information you have received about your 
medicines

about all your medicines.  

Rated:

too much / too little / none received (score 0);

about right / none needed (score 1).
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Total score (items 1-17):…………………….. 
Action and usage subscale (items 1-9):……………………. 
Potential problems of medication subscale (items 10-17):…………………….. 

Scores range from 0 to 17 with high scores indicating a high degree of overall satisfaction with the 
amount of medication information received.
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Appendix 9. Morisky Medication Adherence Scale – 4 questions
(MMAS-4)



Adalimumab
P15-673

Confidential Information
No use or disclose outside AbbVie is permitted without prior written authorization from AbbVie

Hungary - Version 1.0 (21 Oct 2015) Page 92 of 109

Appendix 10. Work Productivity and Activity Impairment - Specific 
Health Problem Questionnaire (WPAI-SHP)

Are you currently employed (working for pay)?

During the past seven days, how many hours did you miss from work because of 
problems associated with your RA, AS, PsA, Ps or IBD? Include hours you missed 
on sick days, times you went in late, left early, etc., because of your RA, AS, PsA, Ps 
or IBD:

During the past seven days, how many hours did you miss from work because of 
any other reason, such as vacation, or holidays?

During the past seven days, how many hours did you actually work? 

During the past seven days, how much did your RA, AS, PsA, Ps or IBD affect 
your productivity while you were working?

RA, AS, PsA, Ps or IBD
RA, AS, 

PsA, Ps or IBD RA, AS, PsA, 
Ps or IBD
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During the past seven days, how much did your RA, AS, PsA, Ps or IBD affect 
your ability to do your regular daily activities, other than work at a job?  

RA, AS, PsA, Ps or IBD
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WPAI Scoring
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Appendix 11. DAS28 score

3. ESR
4. Patient’s global assessment of disease activity (0-100 mm VAS):

How active is the disease at the moment?
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Formula for calculation of DAS28 ESR:

DAS 28 score:
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Appendix 12. ASDASESR score 

Calculation of ASDAS: 
ASDASESR

Bath Ankylosing Spondylitis Disease Activity Index (BASDAI)
Please tick the box which represents your answer to each question. All questions refer to last week.  
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Patient global assessment (0-10 NRS):

ASDAS score: ………. 



Adalimumab
P15-673

Confidential Information
No use or disclose outside AbbVie is permitted without prior written authorization from AbbVie

Hungary - Version 1.0 (21 Oct 2015) Page 99 of 109

Appendix 13. CDAI score 

Factor Subtotal

Check all items that apply: 
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Appendix 15. PASI score

Psoriasis Area and Severity Index (PASI)
PASI Scoring 

Four anatomic sites - head, upper extremities, trunk, and lower extremities - are 
assessed for erythema, induration (plaque thickness) and desquamation (scaling), as 
seen on the day of the examination. The severity of each sign is assessed using a 5-
point scale: 
 0 = No symptoms 

1 = Slight 
2 = Moderate 
3 = Marked 
4 = Very marked 

The below table outlines the characteristics of each category. 

Erythemaa Desquamation Induration

0 = none No redness No scaling No elevation over normal skin

1 = slight Faint redness Fine scale, partially covering Slight but definite elevation, 
lesions typically edges indinstinct or

sloped

2 = moderate Red coloration Fine to coarse scale, covering Moderate elevation with rough 
most or all of the lesions or sloped edges

3 = marked Very or bright red Coarse, non-tenacious scale Marked elevation typically with 
coloration predominates, covering most hard or sharp edges

or all of the lesions
4 = very Extreme red Coarse, thick, tenacious Very marked elevation typically

marked coloration; dusky to scale over most or all with hard sharp edges
deep red coloration lesions; rough surface

a. Do not include residual hyperpigmentation or hypopigmentation as erythema.
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The area affected by psoriasis within a given anatomic site is estimated as a percentage 
of the total area of that anatomic site and assigned a numerical value according to the 
degree of psoriatic involvement as follows: 

 0 = no involvement 
1 = <10% 
2 = 10 to <30% 
3 = 30 to <50% 
4 = 50 to <70% 
5 = 70 to <90% 
6 = 90 to 100% 

Assignments for the following body regions are as follows: 

Neck: include with the head 

Buttocks: include with the lower extremities 

Axillae: include with the trunk 

GenitaIs: include with the trunk 

The inguinal canal separates the trunk and legs anteriorly 

The PASI score for each body region is obtained by multiplying the sum of the severity 

scores by the area score, then multiplying the result by the constant weighted value 

assigned to that body region. Since the head, upper extremities, trunk, and lower 

extremities correspond to approximately 10, 20, 30, and 40% of body surface area, 

respectively, the PASI score is calculated using the formula:

PASI = 0.1 (Eh + Ih + Dh)Ah + 0.2 (Eu + lu + Du)Au + 0.3 (Et + It + Dt)At + O.4 (El + Il + Dl)Al

where E, I, D, and A denote erythema, induration, desquamation, and area, respectively, 

and h, u, t, and l denote head, upper extremities, trunk, and lower extremities, 
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respectively. PASI scores range from 0.0 to 72.0 with the highest score representing 

complete erythroderma of the severest degree. 
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Appendix 16. Feedback on ABBVIE CARE 2.0

AbbVie CARE 2.0 Program in total: 

Call center/Hotline:

Educational materials provided to you by your physician about your life with ____: 

Educational materials provided to you by your physician about adalimumab: 
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Injection guide:

Nursing services:

Starter pack: 

Any other service relating to the Patient Support Program

Email contact: 

Medication/Appointment Reminders:
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Other educational materials:

How would you evaluate the effectiveness of the AbbVie CARE2.0 Program? 

Relieves my daily burden

Is always there for me 

Offers real added value service

Is exceptional
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What was the best element/moment/most useful part of the program for You?

What was the less useful element of the program?

Would You recommend the program for other patients?




